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(d) Record retention. Part D plan spon-
sors must retain all information col-
lected concerning a creditable coverage
period determination in accordance
with the enrollment records retention
requirements described in
§423.505(e)(1)(iii).

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 54251, Sept. 18, 2008; 74 FR 1543, Jan. 12,
2009]

§423.48 Information about Part D.

Each Part D plan must provide, on an
annual basis, and in a format and using
standard terminology that CMS may
specify in guidance, the information
necessary to enable CMS to provide to
current and potential Part D eligible
individuals the information they need
to make informed decisions among the
available choices for Part D coverage.

§423.56 Procedures to determine and
document creditable status of pre-
scription drug coverage.

(a) Definition. Creditable prescription
drug coverage means any of the fol-
lowing types of coverage listed in para-
graph (b) of this section only if the ac-
tuarial value of the coverage equals or
exceeds the actuarial value of defined
standard prescription drug coverage
under Part D in effect at the start of
such plan year, not taking into ac-
count the value of any discount or cov-
erage provided during the coverage
gap, and demonstrated through the use
of generally accepted actuarial prin-
ciples and in accordance with CMS
guidelines.

(b) Types of coverage. The following
coverage is considered creditable if it
meets the definition provided in para-
graph (a) of this section:

(1) Prescription drug coverage under
a PDP or MA-PD plan.

(2) Medicaid coverage under title XIX
of the Act or under a waiver under sec-
tion 1115 of the Act.

(3) Coverage under a group health
plan, including the Federal employees
health benefits program, and qualified
retiree prescription drug plans as de-
fined in section 1860D-22(a)(2) of the
Act.

(4) Coverage under State Pharma-
ceutical

Assistance Programs (SPAP) as de-
fined at §423.454.

§423.56

(5) Coverage of prescription drugs for
veterans, survivors and dependents
under chapter 17 of title 38, U.S.C.

(6) Coverage under a Medicare supple-
mental policy (Medigap policy) as de-
fined at §403.205 of this chapter.

(7) Military coverage under chapter
55 of title 10,

U.S.C., including TRICARE.

(8) Individual health insurance cov-
erage (as defined in section 2791(b)(5) of
the Public Health Service Act) that in-
cludes coverage for outpatient pre-
scription drugs and that does not meet
the definition of an excepted benefit
(as defined in section 2791(c) of the
Public Health Service Act).

(9) Coverage provided by the medical
care program of the Indian Health
Service, Tribe or Tribal organization,
or Urban Indian organization (I/T/U).

(10) Coverage provided by a PACE or-
ganization.

(11) Coverage provided by a cost-
based HMO or CMP under part 417 of
this chapter.

(12) Coverage provided through a
State High-Risk Pool as defined under
42 CFR 146.113(a)(1)(vii).

(13) Other coverage as the Secretary
may determine appropriate.

(c) General disclosure requirements.
With the exception of PDPs and MA-
PD plans under §423.56(b)(1) and PACE
or cost-based HMO or CMP that pro-
vide qualified prescription drug cov-
erage under this Part, each entity that
offers prescription drug coverage under
any of the types described in §423.56(b),
must disclose to all Part D eligible in-
dividuals enrolled in or seeking to en-
roll in the coverage whether the cov-
erage is creditable prescription drug
coverage.

(d) Disclosure of mnon-creditable cov-
erage. In the case that the coverage of
the type described in §423.56(b) is not
creditable prescription drug, the dis-
closure described in paragraph (c) of
this section to Part D eligible individ-
uals must also include:

(1) The fact that the coverage is not
creditable prescription drug coverage,
as provided by CMS;

(2) That there are limitations on the
periods in a year in which the indi-
vidual may enroll in Part D plans; and
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(3) That the individual may be sub-
ject to a late enrollment penalty, as
described under §423.46.

(e) Disclosure to CMS. With the excep-
tion of PDPs and MA-PD plans under
§423.56(b)(1) and PACE or cost-based
HMO or CMP that provide qualified
prescription drug coverage under this
Part, all other entities listed under
paragraph (b) of this section must dis-
close whether the coverage they pro-
vide is creditable prescription drug
coverage to CMS in a form and manner
described by CMS.

(f) Notification content and timing re-
quirements. The disclosure notification
to Part-D eligible individuals required
in §423.56(c) and (d) must be provided in
a form and manner prescribed by CMS.
Notices must be provided, at minimum,
at the following times:

(1) Prior to an individual’s initial en-
rollment period for Part D, as de-
scribed under §423.38(a);

(2) Prior to the effective date of en-
rollment in the prescription drug cov-
erage and upon any change that affects
whether the coverage is creditable pre-
scription drug coverage;

(3) Prior to the commencement of the
Annual Coordinated Election Period as
defined in §423.38(b); and

(4) Upon request by the individual.

(g) When an individual is not ade-
quately informed of coverage. If an indi-
vidual establishes to CMS that he or
she was not adequately informed that
his or her prescription drug coverage
was not creditable prescription drug
coverage, the individual may apply to
CMS to have the coverage treated as
creditable prescription drug coverage
for purposes of applying the late pen-
alty described in §423.46.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20505, Apr. 15, 2008; 77 FR 22168, Apr. 12,
2012]

Subpart C—Benefits and
Beneficiary Protections

§423.100 Definitions.

As used in this part, unless otherwise
specified-

Actual cost means the negotiated
price for a covered Part D drug when
the drug is purchased at a network
pharmacy, and the wusual and cus-
tomary price when a beneficiary pur-

42 CFR Ch. IV (10-1-13 Edition)

chases the drug at an out-of-network
pharmacy consistent with §423.124(a).

Affected enrollee means a Part D en-
rollee who is currently taking a cov-
ered Part D drug that is either being
removed from a Part D plan’s for-
mulary, or whose preferred or tiered
cost-sharing status is changing.

Alternative prescription drug coverage
means coverage of Part D drugs, other
than standard prescription drug cov-
erage that meets the requirements of
§423.104(e). The term alternative pre-
scription drug coverage must be ei-
ther—

(1) Basic alternative coverage (alter-
native coverage that is actuarially
equivalent to defined standard cov-
erage, as determined through processes
and methods established under
§423.265(d)(2)); or

(2) Enhanced alternative coverage (al-
ternative coverage that meets the re-
quirements of §423.104(f)(1)).

Applicable beneficiary means an indi-
vidual who, on the date of dispensing a
covered Part D drug—

(1) Is enrolled in a prescription drug
plan or an MA-PD plan;

(2) Is not enrolled in a qualified re-
tiree prescription drug plan;

(3) Is not entitled to an income-re-
lated subsidy under section 1860D-14(a)
of the Act;

(4) Has reached or exceeded the ini-
tial coverage limit under section
1860D-2(b)(3) of the Act during the
year;

(5) Has not incurred costs for covered
part D drugs in the year equal to the
annual out-of-pocket threshold speci-
fied in section 1860D-2(b)(4)(B) of the
Act; and

(6) Has a claim that—

(i) Is within the coverage gap;

(ii) Straddles the initial coverage pe-
riod and the coverage gap;

(iii) Straddles the coverage gap and
the annual out-of-pocket threshold; or

(iv) Spans the coverage gap from the
initial coverage period and exceeds the
annual out-of-pocket threshold.

Applicable drug means a Part D drug
that is—

(1)(i) Approved under a new drug ap-
plication under section 505(b) of the
Federal Food, Drug, and Cosmetic Act
(FDCA); or
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